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Sir: 

I, RISHAE GUPTA, HEREBY DECLARE AS FOLLOWS; 

1. .1 Brf. ?. joint invencor.of the subject niat .er disclosed 
and cia^: _ _ .■^nclicacion, which generally 
concerns : ---^^r Tus-w^' Aseociatad -Antigen TJ-'AA, , and rcl-tad 
methods, compositions and_ cross - i v •- v T.r.t. i bodies . 'ifi' 

2, I am familiar with the publication o'; F --wn et al . , . 
U.K. Patent Applicatior. 2, 188, 637, • which coace.rr what is 
■purported to .be a tumor associated antigen de9igr T.ed p37. • j 
understand that the Patent Examiner in charge .>f 2>camining the 
referenced LTTAA appiicaticn has taken the pcsici r. that the p57 
antigen of Srown e~ al. is indist ing-aishable fro; JTAA. 



CO 



3. Studies have been conducted in my laboratory that 
conclusively demonstrate that the UTAA antigen disclosed and 
claimed in the referenced application is distinct from the p97 
antigen of Brown et The present declaration is presented to 
make of record our studies demonstrating the uniqueness of the 
UTAA antigen with respect to the p97 antigen of Brown et al . as 
well as from a variety of other, known tumor associated antigens, 

4. To rule out the possibility that UTAA corresponds to 
anotiier, perhaps previously described, tumor associated antigen, 
a series of immunological studies v;ere undertaken. In these 
studies, UTAA was subjected to a standard Western blot analysis 
using one of 53 murine monoclonal antibodies reactive against 
another putatively distinct tumor associated antigen (see Table 
1) . The various anti-tumor antigen antibodies used in these 
studies were obtained trom either the listed author of the 
journal article describing the respective antigen, or from 
commercial sources/ as indicated in Table 1. 

5. In the Western blot studies carried out, two micrograms 
of the 100 kD subunit of UTAA per lane v/ere subjected to SDS-PAGE 
and electroblotted to. nitrocellulose membrane. After washing and 
blocking with 5% non-fat m.ilk, the membrane v;as .cut into 5mm 
strips. The strips were individually reacted with monoclonal 
antibodies at 1:100 dilution (for Mabs from ascites) or 1:25 
dilution (for Mabe from hybridoma culture supernates) at 4^ C. 




for 12 hours. Goat anti-mouse Ig conjugated to alkaline 
phosphatase (Sigma Chemical Co J at 1:500 dilution was used 
invariably to determine reaction of the murine monoclonal 
antibody. The results of these studies is set forth in Table 1 
below. 

6. As can be seen from Table 1, none of the 53 murine 
monoclonal antibodies developed by various other investigators 
reacted with UTAA, However, under similar conditions ^ monoclonal 
antibody AD1-40F4, at 1:500 dilution of ascites showed positive 
reaction with UTAA. Mab AD1-40F4 is an IgM monoclonal antibody 
having reactivity for UTAA; described in our referenced patent 
specification in Examples V, VI and VII {pages 28-31) . This 
dem.onstratee that none of the monoclonal antibodies tested 
recognized an epicope present on UTAA. 

7. It is particularly noteworthy and relevant to point out 
that in the above-described studies set. forth in Table 1, tivo 
different anci-p97 antibodies, designated Mab 96.5 and Mab llB.l, 
were obtained from the Brown et al , group (Bristol-Myers), 
authors of the above- referenced Bx-own et al . publication. 
Neither of the anti-p97 antibodies obtained from the Brown et al. 
group reacted with UTAA. From this it can be said that the 
claimed UTAA of the present invention is distinct from the pS7 of 
Brown et al . 



8. I hereby declare that all statements, of my ovm 
knowledge are true and all atatements made on information and 



belief are believed to be true; and further that these statements 
were made with the knowledge that willful false statements and 
the like so made are punishable by fine or imprisonment, or both, 
under Section lOOl of Title 18 of the United States Code, and 
that such willful false statements may jeopardize the validity of 
this application or any patent issued thereon. 




Rishab Gupta 
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